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Claim Rejections - 35 USC § 102 

[01] The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

[02] Claims 1-3 & 40-44 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Higuma (6,547,721). 

[03] In regard to claims 1-3 & 40-44, Higunria et a I. teach an endoscope 1 
comprised of an insertion unit 2, an operation unit 3 and a universal 
cord 4 (see Figure 1). Insertion unit 2 has a bendable part 9 having 
bending pieces 32 that actuate to bend the bendable part 9 via 
actuation of bending lever 11 (see Figure 3). An armor tube 35 made 
of a polymeric material, such a fluorine-contained rubber, surrounds 
the insertion unit 2 and bendable part 9 (see Figure 3 and col. 8, lines 
10-14). Higuma et al. also teach a moisture absorptive member 158 
that, as broadly as claimed, constitutes a moisture sensor disposed 
within the armor tube 35 to detect moisture. As Higuma et al. disclose 
that moisture absorptive member may be removed (see col. 26, lines 
1-2), it follows that its appearance would communicate the presence of 
moisture (indicating the need for removal and replacement). 

[04] Anything that communicates the presence of moisture inherently 

communicates sensor data corresponding to the presence of moisture. 
The shaft of Higuma may be considered flexible, or alternatively, rigid 
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and articulable. 

Claim Rejections - 35 USC § 103 

[05] The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. . 

[06] Claims 7-9, 11-16, 19 and 48^49 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Higuma et al. (U.S. Patent No. 6,547,721) 
in view of Ishikawa et al. (U.S. Patent No. 6,071,233). 

[07] In regard to claims 11-13 and 19, see the above rejections for claims 
1-3. With further respect to claim 11 and In regard to claims 7-9 and 
14-16, Higuma et al. are silent as to a coupling including a locking 
mechanism that attaches to armor tube 35. However, Ishikawa et al. 
disclose a channel tube 2 that is coupled to an endoscope to allow the 
passage of instruments via a fixing tape 42 (see Figures 3A and 3B). 
Higuma et al. thus demonstrate that channel tube 2 that detachably 
couple to the exterior of an endoscope via a flexible strip locking 
mechanism are well known in the art. Accordingly, It would have been 
obvious for one of ordinary skill in the art at the time the invention was 
made to provide the endoscope 1 of Higuma et al. with the channel 
tube 2 and flexible tape 42 of Ishikawa et al. as a means to attach an 
additional tool tube to the exterior of the endoscope. 

Additional Claim Rejections - 35 USC § 103 
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[08] The text of those sections of Title 35, U.S. Code not included in this 

action can be found in a prior Office action. 
[09] Clalnns 1-2,7-9,11-12,14-16,19,40-43,48-51 are rejected under 35 

use 103(a) as being unpatentable over Noiles (4,576,16^) In view of 

Tsuji (5,402,769). 
[10] With regard. to claim 1: IMoiles discloses: 

[10a] a flexible shaft, comprising: 

• a flexible, elongated outer sheath ("outer shaft tube 60," 
13/4); 

• at least one drive shaft ("flexible band 80," 8/45) disposed 
within the outer sheath. 

[10b] Noiles does not disclose: 

• a moisture sensor disposed within the outer sheath 
configured to coniimunlcate sensor data corresponding to the 
presence of moisture within the outer sheath. 

[10c] Tsuji discloses a "humidity sensor 22" and a "leakage detecting 
circuit 24" (4/49) which work in tandem to warn of leakage 
within an outer shaft. At the time of the invention, it would have 
been obvious to a person of ordinary skill in the art to include a 
moisture sensor such as that disclosed by Tsuji in the flexible 
shaft disclosed by Noiles. A skilled artisan would be motivated 
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to do so in order to enhance reusability by enabling sterilization, 
a necessary precondition of reusability in surgical instruments. 
[11] With regard to claim 2: the outer sheath disclosed by Noiles is 
autoclavable. 

[12] With regard to claim 7: Noiles discloses a coupling (comprising 

elements "234," "235," "30," "78," "264," "260," shown in Figure 11) 
detachably connected to an end of the outer sheath, the coupling being 
configured to detachably couple to a surgical attachment ("anvil 
assembly 220," 13/40). 

[13] With regard to claims 8-9: Noiles discloses that the detachable coupling 
includes a flexible strip locking mechanism ("retention ring 260," 
12/59) for detachably coupling to the outer sheath. 

[14] With regard to claim 50: Tsuji discloses that the moisture sensor 
communicates the sensor data via a data transfer cable (4/48-68). 

[15] With regard to claim 51: Tsuji discloses that the moisture sensor 
comprises a board element ("Insulating substrate 51," 5/67), a first 
lead, and a second lead ("comb-like electrode patterns 52 and 53," 
5/66-6/13), the first lead and the second lead printed on the board 

t 

element, the electrical resistance between the first lead and the second 
lead varying in accordance with an amouht of moisture present 
("humidity-sensitive resistor coating 54," 6/4). 
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[16] With regard to claim 11: As noted above, Noiles in view of Tsuji 
discloses 

[16a] a flexible shaft, comprising: 

• a flexible, elongated outer sheath ("outer shaft tube 60," 
13/4);. 

• at least one flexible drive shaft ("flexible band 80," 8/45) 
disposed within the outer sheath; 

• a moisture sensor ("humidity sensor 22" & "leakage detecting 
circuit 24," 4/49) disposed within the outer sheath configured 
to communicate sensor data corresponding to the presence of 
moisture; and 

• a coupling (comprising elements "234," "235," "30," "78," 
"264," "260," shown in Figure 11) connected to a distal end of 
the outer sheath configured to couple to a surgical 
attachment ("anvil assembly 220," 13/40). 

[17] With regard to claim 12: as noted above, the outer sheath is 
autoclavable. 

[18] With regard to claims 14-16: as noted above, the coupling disclosed by 
Noiles in view of Tsuji Includes a flexible strip locking mechanism 
(comprising at least "260," as noted above) so that the coupling 
attaches and detaches to the outer sheath. 
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[19] With regard to claim 19: as noted above, Noiles in view of Tsuji 

discloses a moisture sensor configured to detect moisture. At the time 
of the invention, it would have been obvious to a person of ordinary 
skill in the art that the moisture sensor be disposed in the coupling 
disclosed by Noiles. A skilled artisan would be motivated to do so in 
order to provide leakage detection capability In a sterilizable portion of 
a surgical instrument. 

[20] With regard to claim 40: as noted above, Noiles in view of Tsuji 

discloses a shaft, comprising an elongated outer sheath; at least one 
drive shaft disposed within the outer sheath; and a moisture sensor 
disposed within the outer sheath configured to communicate sensor 
data corresponding to the presence of moisture within the outer 
sheath. 

[21] With regard to claims 41-42: the shaft disclosed by Noiles is rigid and 
articulable. 

[22] With regard to claim 43: as noted above, the outer sheath is 
autoclavable. 

[23] With regard to claims 48-49: as noted above, Noiles in view of Tsuji 
discloses a coupling detachably connected to an end of the outer 
sheath, the coupling being configured to detachably couple to a surgical 
attachment, the detachable coupling including a locking mechanism 
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("260/' as noted above) for detachably coupling to the outer sheath. 
Additional Claim Rejections - 35 USC § 103 

[24] Claim 37 is rejected under 35 USC 103(a) as being unpatentable over 

Noiles (4,576,167) in view of Tsuji (5,402,769). 
[25] With regard to claim 37: 

[25a] As noted above, Noiles in view of Tsuji discloses: 

• a flexible shaft, comprising: a flexible, elongated outer 
sheath; at least one drive shaft disposed within the outer 
sheath; and a moisture sensor disposed within the outer 
sheath configured to detect moisture within the outer sheath. 

[25b] Noiles further discloses 

• a coupling detachably connected to an end of the outer 
sheath (comprising elements "234," "235," "30," "78," "264," 
"260>" as noted above), the coupling being configured to 
detachably couple to a surgical attachment ("220," as noted 
above); 

• that the coupling includes an engagement shaft including 
grooves ("threaded distal end portion 234 of rod 30," 13/46); 

• a clip ("proximal end 243," 12/65) having flanges ("outwardly 
projecting lugs 245," 13/1); 

• the flanges being received In longitudinal slits ("L-shaped 
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slots 264," 13/31); 

• the engagement shaft being received in the clip, the clip 
engaging the grooves. 

[25c] Noiles in view of Tsuji does not disclose 

• that the clip having flanges is Included In the coupling (clip 
"243" having flanges "245" Is Instead included in the surgical 

attachment "220."); 

• that the longitudinal slits are included In a hollow engagement 
member of the surgical attachment (longitudinal slits "264" 
are included in a hollow engagement member of the 
coupling). 

[25d] At the time of the Invention, it would have been an obvious 

variation to reverse the disposition of the longitudinal slits with 
respect to the flanges, such that the longitudinal slits are 
included in the surgical attachment instead of the coupling, and 
vice-versa with respect to the clip having flanges. It is clear to a 
skilled artisan that so long as the flange engages the longitudinal 
slits, the "anvil assembly 220" may be reliably "mounted on the 
distal end of shaft assembly 16" such that "the apparatus is 
ready for use" (13/59-61). 

Additional Claim Rejections - 35 USC § 103 
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[26] Claims 38-39 are rejected under 35 USC 103(a) as being unpatentable 

over Noiles (4,576,167). 
[27] As noted above, Noiles discloses: 

• a flexible shaft, comprising: a flexible, elongated outer 
sheath; and at least one drive shaft disposed within the outer 
sheath. 

[27b] Noiles further discloses: 

• a coupling connected to a distal end of the outer sheath 
(comprising elements "234," "235," "30," "78," "264," "260," 
as noted above) configured to couple to a surgical attachment 
("220," as noted above); 

• wherein the coupling includes a connection mechanism 
configured to detachably couple to the surgical attachment; 

• wherein the connection mechanism Includes an engagement 
shaft having grooves ("threaded distal end portion 234 of rod 
30," 13/46); 

• a clip ("proximal end 243," 12/65) having flanges ("outwardly 
projecting lugs 245," 13/1); 

• the flanges of the clip configured to engage in longitudinal 
slits ("L-shaped slots 264/' 13/31) of a hollow engagement 
member; 
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• the clip configured to receive and secure tlie engagement 
shaft in the hollow engagement member, and to frictionally 
engage with the grooves of the engagement shaft. 

[27c] Noiles does not disclose 

• that the clip having flanges is included in the coupling (clip 
"243" having flanges "245" is instead included in the surgical 
attachment "220."); 

• that the longitudinal slits are included in a hollow engagement 
member of the surgical attachment (longitudinal slits "264" 
are included in a hollow engagement member of the 
coupling). 

[27d] At the time of the invention, it would have been an obvious 

variation to reverse the disposition of the longitudinai slits with 
respect to the flanges, such that the longitudinal slits are 
included in the surgical attachment instead of the coupling, and 
vice-versa with respect to the clip having flanges. It is clear to a 
skilled artisan that so long as the flange engages the longitudinal 
slits, the "anvil assembly 220" may be reliably "mounted on the 
distal end of shaft assembly 16* such that "the apparatus is 
ready for use" (13/59-61). 

Additional Claim Rejections - 35 USC § 103 
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[28] The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

[29]. Claims 3,13,44 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Noiles (4,576,167) in view of Tsuji (5,402,769) and 
in further view of Shimizu (6,099,464). 

[30] With regard to claims 3,13,44: Noiles In view of TsujI discloses an outer 
sheath, as noted above. Noiles in view of Tsuji does not disclose that 
the outer sheath includes a fluoropolymer/silicone material. 

[31] Shimizu discloses "an outer sheath 9a of Teflon (trade name) such as 
PTFE (polytetrafluoroethylene) or TFE (tetrafluoroethylene)" (6/40-45). 
At the time of the invention. It would have been obvious to a person of 
ordinary skill in the art to include a fluoropolymer material in the outer 
sheath disclosed by Noiles in view of Tsuji. A skilled artisan would be 
motivated to do so in order to construct the outer sheath of a sniooth 
and biologically inert material. Fluoropolymer has these well-known 
properties. 

Additional Claim Rejections - 35 USC § 103 

[32] The text of those sections of Title 35, U.S. Code not included in this 

action can be found In a prior Office action. 
[33] Claims 4-6,20-21,45-57 are rejected under 35 USC 103(a) as being 

unpatentable over Noiles (4,576,167) in view of Tsuji (5,402,769) and 
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in furtlier view of Yabe (4,654,701). 
[34] With regard to claims 4,20: 

[34a] Noiles in view of TsujI discloses: 

• a coupling ("actuator body 100," 6/1) connected to an end of 
an outer sheath C'16," as noted above). 

[34b] Noiles In view of TsujI does not disclose: 

• a nnemory unit disposed in the coupling. 
[34c] Yabe discloses 

• a "RAI^ 22" In which "examination serial number (data Dl), 
patient's name (data D2), patient's number (data D3) and 
examination date (data D4) are keyed in or read out of a card 
in [an] input device 16 and stored in respective memory 
areas" (2/23-45). 

[34d] At the time of the invention, it would have been obvious to a 
person of ordinary skill in the art to store data including at least 
one of serial number data, identification data and usage data in 
a random access memory in instrument disclosed by Noiles In 
view of Tsuji. A skilled artisan would be motivated to do so in 
order to coordinate surgical data with patient Information. 
[35] With regard to claim 5: as noted above, Yabe discloses that the 

memory unit stores data including at least one of serial number data. 
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identification data and usage data. 

[36] Witfi regard to claim 6: Yabe discloses a data transfer cable disposed 
within the outer sheath, wherein the memory unit Is logically and 
electrically connected to a data transfer cable. 

Response to Arguments 

[37] Applicant's arguments filed 3/20/07 have been fully considered but 
they are not persuasive. Applicant contends that "a communication 
disclosed by HIguma et al. consists of the physical appearance of the 
absorptive member (indicating the need for removal and replacement). 
In this regard, Higuma et al. do not teach, or even suggest, a moisture 
sensor configured to communicate sensor data corresponding to the 
presence of moisture." It is maintained that the physical appearance of 
the absorptive member disclosed by Higuma senses moisture, thus 
making it a sensor; and subsequently communicates a state of the 
endoscope, thus communicating a sensed result. Broadly interpreted, 
this anticipates "sensor data." 

[38] Applicant further contends that neither Ishikawa nor Abe cure an 

alleged deficiency in Higuma, a deficiency which, as noted above, is not 
recognized. 

[39] With regard to claims 37-39, a new grounds of rejection has been 
made. As a result, this Is a Non-Final Office Action. 
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Conclusion 



[40] Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Philip R. Smith whose 
telephone number is 571 272 6087 and whose email address is 
phllip.smith@uspto.gov. The examiner can normally be reached 
between 9:00am and 5:00pm. 

[41] If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's, supervisor, Linda Dvoral< can be reached on 571 272 4764 

[42] Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. 
Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status Information for unpublished 
applications is available through Private PAIR only. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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